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International application No. 

PCT/FR2004/003287 



Box No. I 



Basis of this opinion 



With regard to the language, this opinion has been established on the basis of the international application in the language in which it was 
filed, unless otherwise indicated under this item. 

I 1 This opinion has been established on the basis of a translation from the original language into the following language 

, which is the language of a translation furnished for the purposes of international search (under 

Rule 12.3 and 23.1(b)). 

With regard to any nucleotide and/or amino add sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 

a. type of material 

f ] a sequence listing 

| | table(s) related to the sequence listing 

b. format of material 

[ | in written format 

P"J in computer readable form 

c. time of filing/furnishing 

[ J contained in the international application as filed. 

[ | filed together with the international application in computer readable form. 
[~~] furnished subsequently to this Authority for the purposes of search. 

I I In addition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been Hied or 

furnished, the required statements that the information in the subsequent or additional copies is identical to that in the application as 

filed or does not go beyond the application as filed as appropriate, were furnished 



4. Additional comments: 
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Box No. V Reasoned statement under Rule 43bis.l(a)(i) with regard to novelty, inventive step or industrial applicability; 

citations and explanations supporting such statement 

I. Statement 

Novelty (N) 

Inventive step (IS) 



Claims 1 13 
Claims 



Claims 



Claims 1 13 



Industrial applicability (IA) 



Claims 1 13 
Claims 



YES 
NO 



YES 
NO 



YES 
NO 



2. Citations and explanations: 

Reference is made to the following documents: 



Dl: US 4 923 87 6 A, which describes ready-to-use 
injectable preparations of vinca alkaloids at controlled 
pH (3.0-5.0); 

D2: EP 0 298 192 A, which describes ready-to-use 
injectable preparations of vinca dirtier salts at 
controlled pH (3.0-5.5); 

D3: US 4 619 935 A, cited in the application, which 
describes ready-to-use injectable preparations of 
vincristine at controlled pH (3.0-5.0); 

D4 : Hill Bridget et al., Current Pharmaceutical Design, 
vol. 7, no. 13, pages 1199-1212, (2001), which 
illustrates the pharmacological profile of vinflunine and 
possible future uses thereof. 

Unless otherwise indicated, reference is made to the 
passages cited in the international search report. 

None of the documents cited mentions a ready-to-use 
vinflunine solution, and hence the subject matter of 
claims 1-13 appears to be novel (PCT Article 33(1) and 
(2) ) . 
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Box No. V Reasoned statement under Rule 43bis.l(a)(i) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement ^ 



All the same, D1-D3 describe ready-to-use injectable 
solutions of vincristine, vinblastine, vindesine. All 
these vinca alkaloids have quite similar structures and 
problems of sterility due to the fact that heat 
sterilization is impossible. 

The three documents can be considered to be the closest 
prior art. The difference between them and the present 
application is the specific alkaloid. The problem is that 
of obtaining a ready-to-use stable vinca alkaloid 
preparation. The solution proposed in the case of the 
other molecules is to control the pH (between 3 and 5.5) 
with a buffer, for example acetate. 

A person skilled in the art would adopt the same solution 
for a preparation of vinflunine, given the very great 
structural similarities with vincristine, vinblastine and 
vindesine molecules. For this reason, the presence of an 
inventive step is not recognized for claims 1-13. 
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